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CONSENT TO PARTICIPATE IN RESEARCH

You are being asked to participate in a researcher study called “The effect of diathermy
combined with different stretching techniques versus superficial heat combined with
proprioceptive neuromuscular facilitation (PNF) contract relax on hamstring flexibility.’
You have the decision to participate or not. This study is conducted by Amee Stapleton
and Dr. David Fitzhugh from the Health and Human Performance Department at Fort
Hays State University. This research project is currently being conducted as part of my
thesis for my Master’s Degree.

b

Please read the information below and ask any questions you have, before deciding to
participate.

Purpose of the Study

Athletic trainers have been treating tight hamstring muscles with moist heat packs,
a superficial heating modality, combined with static stretching. Moist heat packs
are more cost effective then a diathermy. This study will look at the effects of a
diathermy, which is a deep heating modality accompanied with different

stretching techniques. Will the more expensive modality alleviate tight hamstring
muscles and possibly decrease number of injuries?

Procedures

It has been determined you have 90 degrees or less of hip flexion. If you decide to
participate in this research study, you will be asked to sign this consent form after
you have had all your questions answered and understand what will occur during
the study. You will be asked to report to the Athletic Training Lab located in
Cunningham Hall room 147B at Fort Hays State University, twice a week for
eight weeks. Approximately 30 participants will be in this study. If you choose to
participate for this study the following procedures will be followed: you will be
randomly placed in one of three groups. The first group will include a diathermy
protocol for 20 minutes and 3 x 30 seconds static stretch. The second group will
include a diathermy protocol for 20 minutes and a PNF contract relax protocol.
The third group will include a moist heat pack application of 20 minutes and a
PNF contract relax protocol. You will need to sign up for time slots that work for
your schedule and report on time. You will also need to adhere to the researcher(s)
directions and give full effort during the study.

Potential Risks and Discomforts

It is unlikely you will suffer any harm participating in this project. But there are some
minimal risks, which include the following: skin burns from the diathermy, mild shocks
from the diathermy (if the volunteer is using electrical devices, which they are advised
not to do), uncomfortable stretching sensation, diathermy can cause harm to a fetus (any
females that are pregnant or have reason to believe they are pregnant are excluded from
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the study). The researchers have been properly trained and educated on the uses and the
science and safety behind the use of a diathermy and how to correctly use PNF
techniques to minimize the potential risks.

Potential Benefits to Participants and/or to Society

Volunteers needing pre-professional experience for class can gain hours through this
research study. Volunteers from the Athletic Training Program (ATP) can gain further
knowledge about diathermy and different stretching techniques. The ATP students will
not get this experience in the clinical setting and can be used as a teaching moment.

Confidentiality

Information identified about you obtained in connection with this study will
remain confidential and will only be disclosed with your permission or as required
by law. Confidentiality will be maintained by assigning each volunteer a group
and number chosen at random by the researcher. The results of this study will be
used and possibly published in a scientific journal. However, all personal
information will be removed and only actual data collected will be represented.

Participation and Withdrawal

You can choose whether or not to volunteer to be in this study. You may
withdraw from this study at any time without consequences or loss of benefits to
which you are entitled. You can refuse to answer any questions you do not wish to
answer. The researcher(s) may withdraw you from this research if circumstances
arise which warrant doing so including if you stop reporting to treatments, do not
wish to answer the pregnancy question, or stop abiding to instructions given by
the researcher(s).

Identification of Investigators

If you have any questions or concerns about this research, please contact:

Amee Stapleton — Lead researcher — 580-829-2107, ajstapleton(@mail.thsu.edu
David Fitzhugh, PhD — Faculty Advisory — 785-628-4354, dkfitzhugh@fhsu.edu

Rights of Research Subjects

The Fort Hays State University Institutional Review Board has reviewed my
request to conduct this project. If you have any concerns about your rights in this
study, please contact Dr. Greg Kandt of the Fort Hays state University HHP-IRB
at e-mail gkandt@thsu.edu or Leslie Paige of the Fort Hays State University IRB
at lpaige@thsu.edu.
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CONSENT TO PARTICIPATE IN RESARCH STUDY

I have read the above information about “The effect of diathermy combined with
different stretching techniques versus superficial heat combined with proprioceptive
neuromuscular facilitation (PNF) contract relax on hamstring flexibility” and have been
given an opportunity to ask questions and received answers to those questions to my
satisfaction. I also agree I have been thoroughly advised as to the risks associated with
this research project. By signing this document, I have made an informed decision and
agree to participate in this study. I have been given a copy of this consent document for
my own records. [ understand I can change my mind and withdraw my consent at any
time. By signing this consent form, I understand I am not giving up any legal rights. I
also confirm I am 18 years or older and if female, have no reason to believe I am
pregnant.

Printed Name of Subject

Signature of Subject Date
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Debriefing

Athletic trainers have been treating tight hamstring muscles with moist heat packs,
a superficial heating modality, combined with static stretching. Moist heat packs
are more cost effective then a diathermy. This study will look at the effects of a
diathermy, a deep heating modality, accompanied with different stretching
techniques to increase hamstring flexibility. Will the more expensive modality
alleviate tight hamstring muscles and possibly decrease number of injuries?

If any questions or concerns arise about the study you participated in, please feel free to
contact Dr. David Fitzhugh at dkfizhugh@thsu.edu or 785-628-4354 or Amee Stapleton
at ajstapleton@mail.thsu.edu or 580-829-2107. If you have any concerns about your
rights in this study, please contact Dr. Greg Kandt of the Fort Hays state University HHP-
IRB at gkandt@fhsu.edu or Leslie Paige of the Fort Hays State University IRB at
Ipaige@thsu.edu. Although we do not expect participants in this study to suffer any
discomfort or anxiety, if you feel distressed after completing the study, please contact the
Kelly Center at (785) 628-4401. The

Kelly Center provides free counseling service to all FHSU students.

Thank you again for participating, it is greatly appreciated.
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Demographic Questionnaire
Gender: Male Female
Age:

How many days a week do you exercise and for how long? (circle one)
None 1 Day 2 Days 3 Days 4 Days 5 Days 6 Days 7 Days

15-30mins 30-45mins 45-60mins 60-90mins More then 90mins

How many times a week do you stretch and for how long? (circle one)
None 1 Day 2 Days 3 Days 4 Days 5 Days 6 Days 7 Days

10mins 20mins 30mins 40mins 50mins 60mins

Have you had any hamstring injuries? If so, which hamstring and when did it occur?

Do you have any low back pain or tightness? Yes No

Do you have a pacemaker? Yes No

Females Only:

Is there any chance you are pregnant? Yes No
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Non-Pregnancy Verification Form

This form verifies that I, , believe I am not pregnant

at the time of this research study and I give consent to receive diathermy treatments. If

become pregnant at any time during the study, I will withdraw myself from participation
immediately. I understand the possible risks that are associated with receiving diathermy
treatments while being pregnant.

Signature:

Date:
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‘3-— é FORT HAYS STATE
\VL UNIVERSITY
Forward thinking. World ready

OFFICE OF SCHOLARSHIP AND SPONSORED PROJECTS

DATE: June 30, 2015

TO: Amee Stapleton, Bachelors of Science in Athletic Training

FROM: Fort Hays State University IRB

STUDY TITLE: [727587-2] The effect of diathermy combined with different stretching

techniques versus superficial heat combined with proprioceptive
neuromuscular facilitation (PNF) Contract-Relax on hamstring flexibility
IRB REFERENCE #: 15-047

SUBMISSION TYPE: Amendment/Modification
ACTION: APPROVED
APPROVAL DATE: June 30, 2015
EXPIRATION DATE: March 8, 2016

REVIEW TYPE: Expedited Review

Thank you for your submission of Amendment/Modification materials for this research study. Fort Hays State
University IRB has APPROVED your submission. This approval is based on an appropriate risk/benefit ratio
and a study design wherein the risks have been minimized. All research must be conducted in accordance
with this approved submission.

This submission has received Expedited Review based on the applicable federal regulation.

Please remember that informed consent is a process beginning with a description of the study and
insurance of participant understanding followed by a signed consent form unless documentation of consent
has been waived by the IRB. Informed consent must continue throughout the study via a dialogue between
the researcher and research participant. Federal regulations require each participant receive a copy of the
signed consent document. The IRB-approved consent document must be used.

Please note that any revision to previously approved materials must be approved by this office prior to
initiation. Please use the appropriate revision forms for this procedure.

All SERIOUS and UNEXPECTED adverse events must be reported to this office. Please use the
appropriate adverse event forms for this procedure. All FDA and sponsor reporting requirements should also
be followed. Please report all NON-COMPLIANCE issues or COMPLAINTS regarding this study to this
office. Please note that all research records must be retained for a minimum of three years.

Based on the risks, this project requires Continuing Review by this office on an annual basis. Please use the
appropriate renewal forms for this procedure.

If you have any questions, please contact Leslie Paige at 785-628-4349 or Ipaige@fhsu.edu. Please include
your study title and reference number in all correspondence with this office.
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Hamstring flexibility was measured via hip flexion using the passive straight leg

raise test. Passive straight leg test was conducted as follows: subjects were placed supine
with the contralateral leg secured to the treatment table with a hook-and-loop fastener
strap across the middle of the thigh. Then one research assistant placed their ipsilateral
hip into a passive hip flexion position with the knee fully extended to place a stretch on
the hamstring muscles. This was followed by another research assistant placing and
reading the goniometer measurement (Clarkson, 2005). The research assistants were
aware and corrected any hip rotation, lifting of the contralateral leg, or bending of the
ipsilateral knee. Subjects were instructed to keep their ankle in a relaxed plantar flexion

position to inhibit neural tension (Clarkson, 2005; Davis et al., 2008).



